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Commissioner for Patents 
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Alexandria, VA 22313-1450 

Dear Sir: 

This statement is presented by Appellant in compliance with the USPTO OG Notice of 12 
July 2005 on New Pre- Appeal Brief Conference Pilot Program. Appellant is requesting a pre-appeal 
brief conference on the belief that the rejections of record are clearly not proper and are without 
basis. Appellant's request is based upon a clear legal or factual deficiency in the rejections, rather 
than an interpretation of the claims or the prior art teachings. As such, Appellant believes this 
request for pre-appeal brief review is appropriate. 

Claims 1-5, 8-1 1, 44, 46, 47, 49, 50, 53-58 and 61-63 stand rejected under 35 U.S.C. 
§ 102(b) as being anticipated by U.S. Patent No. 5,445,608 to Chen et al (hereinafter "Chen"). The 
central issue on appeal concerns whether each and every element of Appellant's claims 1-5, 8-11, 
44, 46, 47, 49, 50, 53-58 and 61-63 is found expressly or inherently in Chen. 
In the Advisory Action dated June 8, 2006, the Examiner indicates that the "Appellant is simply 
arguing about intended use of the invention," and that the asserted reference, Chen, "clearly 
discloses all the claimed structural requirements and is fully capable of dissecting tissue." 
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Appellant respectfully submits that both of these contentions are legally and factually erroneous, and 
that the present rejection of the claims is improper. 

Appellant's claimed subject matter is directed to a dissection tool. Each of Appellant's 
claims on appeal recite, in some form, a tool having a handle and an elongated dissecting member 
extending from the distal end of the handle. A light source or optical location indicator is disposed 
at the distal end of the dissecting member to provide a visual indication of a location of the 
dissenting member's distal end through the skin. Figure 3 of Appellant's drawings shows an 
embodiment of the claimed dissection tool that is used by the physician to create a subcutaneous 
tunnel via dissection under the skin. In a typical application, a cardiac lead is implanted within the 
tunnel for sensing cardiac activity and delivering cardiac electrical therapy to the heart. 

Chen discloses a photodynamic treatment (PDT) probe 40 that includes an array of LEDs 54. 
The LEDs of probe 40 are mounted to a planar light bar 72, which is encapsulated in an electrically 
insulating, light diffusing semitransparent polymer 74. Probe 40 is connected to a flexible catheter 
44. Figure 12A shows an example of a flexible catheter 176 contemplated by Chen, which is 
described as a PMMA or silicone rubber material (column 20, lines 13-15). 

Chen clearly fails to teach a tunneling tool as contemplated in Appellant's pending claims. 
The combination of Chen 's probe and flexible catheter clearly does not constitute a dissecting 
member, as is recited in Appellant's claims. One skilled in the art would readily understand that the 
flexible catheter 44/176/262 disclosed in Chen, which is shown to be highly flexible so as to form a 
360 degree loop in Figure 12 A, would not be capable of sustaining axial loads required to dissect 
body tissue. There is no teaching in Chen that its probe and flexible catheter can be used to dissect 
tissue. Appellant asserts that one skilled in the art would not consider such structures to constitute a 
tunneling tool having a dissecting member. 

Appellant's assertion that Chen 's probe/flexible catheter arrangement does not constitute a 
dissection tool is buttressed by Chen itself, which teaches that its implantable probe can be 
positioned at a treatment site only after access to the site is made possible by a surgical procedure 
that must be performed prior to implantation of the probe. For example, arid with reference to 
column 8, lines 6-13, Chen teaches that one such surgical procedure involves making an incision 
that allows insertion of the implantable probe into the cardiovascular system. At column 24, lines 
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33-37, Chen teaches that a skin penetration procedure, perhaps requiring minor surgery, "is 
necessary to introduce and position the implantable probe at the treatment site" (emphasis added), 
Chen does not teach that its probe can be used to create access to a treatment site. Rather, 
Chen teaches that such access must be created by another instrument that is suitable for penetrating 
the skin and underlying tissue. Also, the suggested use of the implantable probe within the delicate 
tissues of the cardiovascular system strongly suggests that the Chen structure can not be a dissecting 
tool. 

Respectfully, the Examiner's contention that Appellant's claimed dissection tool differs 
from Chen only in terms of "intended use" is factually and legally erroneous. As is made clear in the 
discussion above, Appellant's independent claims recite, in some form, a dissection member that 
extends from a handle. The skilled artisan, in view of Appellant's specification or simply by 
drawing on common knowledge possessed by one of ordinary skill in the art, would readily 
understand that the flexible catheter/probe arrangement disclosed in Chen is clearly not a dissecting 
member. 

The disclosure in an anticipating reference must provide an enabling disclosure of the 
desired subject matter; mere naming or description of the subject matter is insufficient, if it cannot 
be produced without undue experimentation. Elan Pharm., Inc. v. Mayo Foundation for Medical 
and Education Research, 346 F.3d 1051, 1054 (Fed. Cir. 2003). See, also, MPEP § 2121.01. 
Appellant respectfully asserts that Chen 's description of an implantable probe connected to (or 
passed through) a flexible catheter is insufficient to support the Examiner's anticipation rejection of 
Appellant's claims. It is unclear how one skilled in the art could arrive at Appellant's claimed 
structure using Chen 's probe/flexible catheter teachings without undue experimentation. 

Because Chen fails to disclose a dissecting member extending from a handle, Chen also fails 
to teach a light source provided at the distal end of a dissection member. Appellant further submits 
that it is not clear whether the light sources and arrangement of same as disclosed in Chen are 
adapted to provide a visible locating reference through the skin or dermus . 

Appellant respectfully submits that recitation of a light source adapted to provide a visible 
locating reference through the skin or dermus is a structural feature, and not a functional feature as 
may be contended by the Examiner. Defining structures in terms of interrelationships or attributes 
they must possess has been long sanctioned in the case law. In In re Venezia , 530 F.2d 956, 959 
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(CCPA 1976), for example, the court clarified that language such as "adapted to be affixed" and 
"adapted to be positioned" defines structures or attributes of the element in question and limits the 
element to those configurations which allow for the stated interrelation of the element with other 
structures. Id. 

As was previously argued, embodiments disclosed in Chen employ an infrared light source 
that is not visible to the human eye. Chen discourages use of visible light, since infrared light 
penetrates more deeply into tissue than visible light {Chen, column 9, lines 12-17). Further, the light 
source of the Chen devices is activated generally after the light source is placed at the treatment site 
within the patient, and provides local irradiation of tissue at the treatment site {Chen, column 11, 
lines 46-55). In other embodiments, the catheter itself is used as a light guide "to ensure that light is 
trapped within the catheter as it propagates from the proximal to the distal end of the catheter" 
{Chen, column 20, lines 13-30, emphasis added). 

Given Chen 's teachings of a localized light source that is used only after the probe is 
positioned at the treatment site, Appellant submits that the Examiner's contention that Chen teaches 
(expressly or inherently) a light source adapted to provide a visible locating reference through the 
skin is not supported by the reference teachings. Appellant notes that the experimental proof setup 
described in Chen, at column 7, lines 1-54, is a non-implanted, in vitro arrangement. The fact that a 
certain result or characteristic may occur or be present in the prior art is not sufficient to establish 
the inherency of that result or characteristic. In re Rijckaert, 9 F.3d 1531, 1534, 28 USPQ2d 1955, 
1957 (Fed. Cir. 1993). 

To anticipate a claim, the reference must teach every element of the claim. "A claim is 
anticipated only if each and every element as set forth in the claim is found, either expressly or 
inherently described, in a single prior art reference." Verde gaal Bros. v. Union Oil Co. of 
California, 2 USPQ2d 1051, 1053 (Fed. Cir. 1987). Therefore, all claim elements, and their 
limitations, must be found in the prior art reference to maintain a rejection based on 35 U.S.C. §102. 

Appellant respectfully submits that Chen does not teach every element of Appellant's 
rejected claims 1-5, 8-11, 44, 46, 47, 49, 50, 53-58 and 61-63, and therefore fails to anticipate these 
claims. For example, Appellant submits that Chen fails to teach, expressly or inherently, a dissecting 
member, a dissecting member extending from a handle, and a light source provided at the distal end 
of a dissecting member. The Chen device is clearly not the identical invention shown in as complete 
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detail as is contained in Appellant's rejected claims. Richardson v. Suzuki Motor Co., 9 USPQ2d 
191 3, 1920 (Fed. Cir. 1989). For at least these reasons, Appellant respectfully submits that prima 
facie anticipation of Appellant's claims 1-5, 8-11, 44, 46, 47, 49, 50, 53-58 and 61-63 has not been 
established. 

Appellant's dependent claims 2-5, 8-11, 46, 47, 49, 50, 54-58, and 61-63, which depend 
from independent claims 1,12, 29, 44, and 53 respectively, were also rejected under 35 U.S.C. 
§ 102(b) as being anticipated by Chen. While Appellant does not acquiesce with the particular 
rejections to these dependent claims, it is believed that these rejections are moot in view of the 
remarks made in connection with Appellant's independent claims. Therefore, dependent claims 2-5, 
8-1 1, 46, 47, 49, 50, 54-58, and 61-63 are also not anticipated by Chen. 

Appellant notes a mis-numbering of the original listing of claims as filed that inadvertently 
omitted a claim 32. Upon the indication of allowable subject matter by the Examiner, Appellant will 
submit an amendment to correct this omission. Alternatively, Appellant authorizes the Examiner to 
make such correction by way of Examiner's amendment. 

Lastly, Appellant respectfully reiterates that Appellant is entitled to consideration of the 
claims to additional species, including those identified by the Examiner, pursuant to 37 C.F.R. § 
1.141, upon allowance of a generic claim(s). It is believed that Appellant's pending and re-joinable 
claims are in condition for allowance and notification to that effect is respectfully requested. 

Appellant believes that this statement, when viewed together with the prosecution history, 
sets forth clear grounds for a finding that the rejections of record are clearly not proper and are 
without basis. 

The undersigned is of record and with authority to prosecute the appeal on behalf of the 
Assignee. 



Respectfully submitted, 



8009 34 th Avenue South, Suite 125 
Minneapolis, MN 55425 
952.854.2700 (tel.) 



HOLLINGSWORTH & FUNK, LLC 

Attorneys at Law 
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